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DETAILED ACTION 

1 . Currently, claims 1 -36 are pending in the application. 

2. In the prior action, the Final action mailed on August 10, 2005, claims 5-8 were rejected, 
and claims 1-4 and 9-36 stood withdrawn as to non-elected inventions, 

3. A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection on December 28, 2005. Since 
this application is eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 
37 CFR 1.17(e) has been timely paid, the finality of the previous Office action has been 
withdrawn pursuant to 37 CFR LI 14. Applicant's submission filed on November 10, 2005 has 
been entered. 

In the submission entered upon the filing of the RCE, the Applicant amended claims 5 

and 7. 

Claim Objections 

4. (New Objection) Claims 6 and 8 are objected to under 37 CFR 1.75(c), as being of 
improper dependent form for failing to fiirther limit the subject matter of a previous claim. Claim 
8 is treated as representative. Claim 7, from which claim 8 purports to depend, reads on a peptide 
consisting of a ZA loop of a bromodomain having between 12-40 amino acids. Thus, the claim is 
limited to peptides consisting of the ZA loop. However, claim 8 reads on a fiision protein or 
peptide comprising the peptide of claim 7. As indicated in MPEP § 608.01(n), "The test as to 
whether a claim is a proper dependent claim is that it shall include every limitation of the claim 
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from which it depends." In the present claim 7 excludes the presence of any sequence other than 
the ZA loop sequence, whereas claim 8 requires the presence of such other sequences. The same 
applies with respect to the dependency of claim 6 from claim 5. Thus, claims 6 and 8 are not 
properly dependant on claims 5 or 7. 

Applicant is required to cancel the claim(s), or amend the claim(s) to place the claim(s) in 
proper dependent form, or rewrite the claim(s) in independent form. 

For the purposes of this action, unless otherwise indicated, claim 8 is treated as though it 
was drafted in independent form. 

Claim Rejections - 35 USC § 112 

5. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

6. (Prior Rejection- Maintained) Claims 5-8 were rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the enablement requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. These claims read on peptides comprising the ZA loop of protein bromodomains that 
fall within an indicated generic structure, that of SEQ ID NO: 3. The claims were rejected as the 
apphcation does not teach how to use the claimed peptides. 

The claimed genus of peptides includes peptides with a variety of structures, and which 
interact with a number of different proteins (some of which are known) and are involved in a 
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number of different biological activities. See e.g., App., page 3, and the Declaration of Ming- 
Ming Zhou, PhD (Zhou Declaration), for those peptides for which binding partners are known, 
each of the peptides interacts with different ligands, and is involved with a different biological 
process. Zhou Declaration, pages 2-4. Thus, in order to be enabling for the full scope of the 
claimed invention, the application must teach how to use each of the claimed peptides. This is 
because, in the present case, there is no functional relationship among the various claimed 
peptides. Thus, to be enabling for the full scope of the claimed peptides, the application must 
teach how to use each of these peptides. 

In the present application, the teachings are simply not sufficient to enable those in the art 
to use each of the claimed peptides. For the majority of the proteins, there is no identification of 
either a ligand or a biological function performed by the protein fi-om which the peptides was 
derived. Further, in the case of the elected Ring3 protein, while the art indicates that the protein 
may be involved with cancer, the nature of this involvement is not clear. Thus, those in the art 
would not know if the peptide or its modulators would up or down regulate the activity of its 
ligands, and would therefore not know how to use them. 

In addition, the claims as newly amended require the screening for inhibitors with any 
peptides comprising an acetyl lysine. As was indicated above, because the only use for the 
claimed peptides is for the identification of such modulators, in order to use the claimed peptides 
those in the art would need to know what lysine containing peptides and proteins to use. 
However, because the application and art indicate that each bromodomain binds different 
Ugands, and that such ligands vary depending fi-om bromodomain to bromodomain (see e.g., 
Zhou declaration), and according to the sequence surrounding the acetyl lysine (see e.g., action 
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of August 2005, pages 5 and 9), and as the ligands for many of the claimed peptides are 
unknown, this functional language does not provide any limiting information to demonstrate 
enablement of the claimed peptides. Those in the art would have not been provided information 
with respect to which bromodomain peptides would bind to which acetyl lysine containing 
peptides. Thus, along with failing to teach how to use modulators of the indicated interactions, 
the application also fails to enable the practice of the indicated assays, as there is no guidance as 
to what peptides containing an acetyl lysine would bind to any particular of the claimed peptides. 

The Applicant asserts that enablement does not require knowledge of how a claimed 
invention works. While this is technically true, enablement does require a teaching as to how to 
use the claimed invention. For example, in the present case, the application nowhere 
demonstrates the actual effect that the Ring3 peptide would have in any particular condition or 
biological activity. Because the application nowhere provides any such demonstration as to 
effect of the peptide, the only source that those in the art would have for determining how to use 
the peptide would be what the art describes as its function. Thus, absent a demonstration of its 
effect, and thus how to use the peptide, the enabling support must be found elsewhere if at all. 
One such source would be a teaching as to the biological activity of the peptide such that those in 
the art would then know the operation of the peptide, and thus how to use it, or its modulators. 

As the application neither demonstrates how to use the claimed RingS peptide, nor any 
other peptide (except perhaps the non-elected P/CAF peptide), then the only other means for 
demonstrating enablement would be either such a demonstration in the art, or a teaching in the 
art as to the function of the protein. In the present case, as the art provides neither as was 



Application/Control Number: 09/784,553 Page 6 

Art Unit: 1648 

described in the prior actions. Thus, there is insufficient information provided for those in the art 
to use the claimed peptides (including the elected Ring3 peptide) or their modulators. 

It is additionally noted that many of the teachings relied on by the Applicant to establish 
the knowledge in the art are from references post-dating the present application. As such, these 
references do not present information on which the Applicant may rely to show what was known 
in the art at the time the application was filed. Rather, they provide new information on which 
the application cannot now rely to demonstrate uses that have no support in the application as 
filed. 

For these reasons, and the reasons of record, the rejection is maintained. 

7. (Prior Rejection- Withdrawn) Claims 5-8 were rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the enablement requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. These claims were drawn to peptides usefiil for the screening of inhibitors of 
interaction between a bromodomain and an acetylated lysine. The claims were rejected because 
the teachings in the art and the application indicate that the peptides do not interact with lone 
acetylated lysines, and thus the claims could not be enabling for claims requiring such 
interaction. The claims have now been amended to read on peptides usefiil for the screening of 
modulators between the claimed peptides and an acetylated lysine in a peptide or protein. The 
rejection is therefore withdrawn. 
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8. (Prior Rejection- Withdrawn) Claims 5-8 were rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the enablement requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. The claim s have been amended to read on isolated peptides comprising a ZA loop of 
a bromodomain, wherein such peptides are useful for the identification of agents that may be 
used to "prevent HIV replication." The indicated fimction has been deleted fi-om the claims. The 
rejection is therefore withdrawn. 

9. (Prior Rejection- Withdrawn) Claims 5-8 were rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This was a New Matter rejection. These claims read on 
peptides useful for screening for inhibitors that may be used to "inhibit tumor cell growth," and 
were rejected lacking descriptive support for such a functional limitation. In view of the 
cancellation of the indicated language, the rejection is withdrawn. 

10. (Prior Rejection- Withdrawn) Claims 5-8 were rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the enablement requirement. The claims read on isolated 
peptides comprising the ZA loop of a bromodomain, particularly to bromodomains of the 
formula of SEQ ED NO: 3, and more particularly to that of the RING3 protein (SEQ ID NO: 19), 
wherein such peptides may be used for screening of inhibitors of binding between the 
bromodomain and an acetylated lysine, and wherein such inhibitors inhibit tumor cell growth. 
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The claims were rejected as not enabled for peptides with the indicated function. In view of the 
cancellation of the function from the claims, the rejection is withdrawn. 

1 1 . (Prior Rejection- Withdrawn) Claims 5-8 were rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the written description requirement. These claims were 
drawn to a genus of peptides identified by their falling within the formula of SEQ ID NO: 3, and 
by their functional activity as useful for the identification of inhibitors of HIV replication or 
tumor cell grov^h. In view of the cancellation of the indicated functional limitations, the 
rejection is withdrawn. 

Claim Rejections - 35 USC § 102 

12. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

13. (Prior Rejection- Withdrawn) Claims 5 and 6 were rejected under 35 U.S.C. 102(b) as 
being anticipated by Yang et al., Nature 382: 319-24. The claims have been amended to read on 
a peptide comprising a ZA loop of a bromodomain, wherein the ZA loop consists of SEQ ID 
NO: 3. In view of the amendment of the claims to read on peptides consisting of SEQ ID NO: 3, 
the rejection is withdrawn. 
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14. (Prior Rejection- Maintained in part) Claims 5-8 were rejected under 35 U.S.C. 102(b) 
as anticipated by Denis and Green (Genes Dev 10(3): 261-71). The claims and the teachings of 
Denis and Green have been previously described. Claims 5 and 7 have been amended to read on 
isolated peptides consisting of the ZA loops described therein. However, claims 6 and 8 read on 
fusion proteins comprising the isolated peptide of claims 5 and 7, and therefore read on any 
fusion protein comprising the ZA loop from SEQ ID NO: 19. As was previously described, the 
identified reference teaches such a fusion protein. The rejection is therefore maintained with 
respect to claims 6 and 8. 

It is suggested that the claims be amended to include language such as the following: - - 
A fusion protein or peptide consisting of a first sequence consisting of a ZA loop of a 
bromodomain according to SEQ ID NO: 19, and a second sequence fi-om another protein." 

Conclusion 

15. No claims are allowed. 

16. Any inquiry conceming this communication or earlier communications from the 
examiner should be directed to Zachariah Lucas whose telephone number is 571-272-0905. The 
examiner can normally be reached on Monday-Friday, 8 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Housel can be reached on 571-272-0902. The fax phone number for the 
organization where this appHcation or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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